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February 24, 2004 S e A e D R

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or
plan to market in the immediate future, and may be exploratory in mature.

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH
THE CLAIM REFERS
Body Rewards™ You can lose the weight and Fish Qil, Flax (Linum
Healthy Skin Essential | keep the glow with Healthy Skin | usitatissimum) Seed Oil,
Oils Essential Oils!” Borage (Borago officinalis)
Seed Qil

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantiation that the statements are truthful and not misleading.

gLl

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: =2 /0? 4/07

If you have any questions, pleuase contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

)

Sincerely,

825 Challenger Drive | W /) &/"—'A"*/ 9730162 LET /560?{

Green Bay, Wi 54311-8328 . .
Y Michael P. Devereux
Ph: 920-469-1313 Chief Financial Officer

Fax: 888-570-6460
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February 24, 2004

Office of Nutritional Products, Labeling &
Niat v Quinnlamante RS 10

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy. Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or
plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH
’ THE CLAIM REFERS
Body Rewards™ It's the perfect companion for | Fish Oil, Flax (Linum
Healthy Skin Essential | your low-carb life, nourishing usitatissimum) Seed Oil,
Qils your skin and supporting your | Borage (Borago officinalis)
weight-loss plan.” Seed Ol

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantiation that the statements are truthful and not misleading.

By puoedd

Robert Do‘ster
Title: Senior Vice President of Scientific Affairs

Date: o2 /021/'/0‘7/

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

SincErely, /) &“

Michael P. Devereux
Chief Financial Officer

Body Rewards Healthy Skin Essential Oils 2¢



825 Challenger Drive
Green Bay, W1 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460
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Enzymatic Therapy
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February 25, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or
plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH
THE CLAIM REFERS
Body Rewards™ New research comparing people Fish Oil, Flax (Linum
Healthy Skin Essential | on low-carb diets shows that usitatissimum) Seed Qil,
Oils dieters who take fish or flax oil Borage (Borago officinalis)
experience greater weight loss Seed Oil
than dieters who don't.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantiation that the statements are truthful and not misleading.

o fdedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 07/475/01/

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

M ic‘11ael P. Devere@ Z

Chief Financial Officer
Body Rewards Healthy Skin LEssenual Oils 3¢



EnzymaticTherapy

NATURAL MEDICINES®

February 25, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or
plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH

THE CLAIM REFERS

825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Body Rewards™
Healthy Skin Essential
Qils

Healthy Skin Essential Qils also
supply the essential fatty acids
(EFASs) necessary for rebuilding
and maintaining cells, so your

Fish Oil, Flax (Linum
usitatissimum) Seed Oil,
Borage (Borago officinalis)
Seed Ol

skin stays radiant.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantiation that the statements are truthful and not misleading.

By:

Lged4.

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: 52/25/&{/

If you have any questions, please contact Robert Doster. Senior Vice President of Scientific Affairs at

(920) 406-3608.

Sincerely, p &"

Michael P. Devereux
Chief Financial Officer

Body Rewards Healthy Skin Essential Oils 4




825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®

February 26, 2004

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740 o

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Munufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to tuhe advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or
plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS INGREDIENT(S) TO
WHICH THE CLAIM
REFERS
Body Rewards™ Healthy | These essential oils help Fish Qil, Flax (Linum
Skin Essential Oils hydrate the skin, increasing usitatissimum) Seed Oil,
moisture content which js vital to | Borage (Borago officinalis)
skin's texture and suppleness.” | Seed Oil

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. hag substantmin that the statements are truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 01/967 Aj [/

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Slnceaely,

MIC mel P. Devexeux
Chief Financial Officer

Body Rewards Healthy Skin Essential Oils 5c¢



